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‘. ., .’ -, \. I j.,., treatment of female~~@ dysmrktion: 
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As a practicing gynecologist and 

,: ̂  1 

‘8 _~ 

’ Sproduktive endocrmologist ‘for more than 20 years, I find several significant _ 
,;’ con?rns jv$h ‘your Draft Guidance, and hope that The Division will consider 

. : modifying it accord$gly. 
,. ,, ,, ., ,, I 

, : :, ;... 
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‘. As a central ikue,~I believe that the ,Guida&is entirely too “male+’ in its, 
,i 

‘.” * ;, , ” : ” 
s. / 

’ 
‘/ con&& of ‘female se&l dysfunction. In general, ‘the psychosomatic ’ .‘I ,’ ^ 

_I 
,’ ‘. /. ‘a,, 

> \ processes’involved in female ~t;extialdesire have been neglected’ and the’ ‘1 ” I _ 
emphasis on perfor?narice (acts with orgasm) &sbeen overstated (see be&w). ~ 

” s ,d) _’ r My comments are, focused‘spe&fically on the issue of decreased female sexual 
, desire; and not on the other recognized &mponents,.Fely sexual aro& 

: ., 
.._ : i 

. : ‘\. I -. 
dyspareunia,‘or orgasmic dysfunction. ’ .’ 

‘, / I ‘,. $> ,, ‘. :. x _\ -_ “.I’..L,.t ._ -’ !,r ! 
. . ,._;; ‘.A I . . ,.: : . ) I ,. .’ . ‘4) ), 

_ , I., .:; 1 I _ _. Ye::,; 1 , ,~,; __ 
, 1. ‘:, ‘4 j (I’., ,’ 

: 
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‘i. :I,. : I .~ ‘. The Divisions Guidance assumes a direct causal relationship b&$&n desire 
> > 3.. _I and a,se+al activity that fo,lloWs1‘ It underestin;gt~s-and’~~g~~antly 

, ‘: 
. ,- ; , .: ^, 

., b _’ unde.rvalues, the ,isst$s of sexkl’thoughts, fantasie$, dreams and,receptivi‘ty to 
‘a partner’s sexual advanies, etc.’ . _’ IIj >‘, ,, 

‘, ., ‘,. ; ‘- ,. .,,::‘ : ,. ,’ ‘,‘.,- ,’ _.. s.. ,_J !>,‘, ,, . . j’ > :. -‘, l‘: ~. ,’ , ,_ ,:: ., 3, .-. ‘., I .’ ,. ;, ; ,‘. 
:’ -The Guid.an+$s emphasis*onamale paradigm,foifernale’sek.tal dysfunction ” 

.’ 
‘% “. :.,, , 

‘- might be thought of in t;;r;d ways. ‘First, many women rep&t a decreased 
*_. receptivity to partner‘sexualadvances as their primary se&l des’ire’disorder. 

_. _. , 
1 ,_ 

,‘.. . ‘,, / ,, i 
: ,. .“. ~“‘.,‘ I I Many postmenopausai women kith desire disorders a&in long-term 

,_ ^. /. , marriages and other established relationshipS. These ielationships commonly ’ “1 . 
( ) : have an established fi$quenCy or pa&rnof sexual en~ountersthat mav be ’ 

,r ,‘. 



,’ ., ; ‘0 

.* :. a ,’ .~. such~activities;’ ‘As such,. theDivisions Guidance emphasizing frequency and ’ ’ - ‘,. ,,, 
,,j,,I’ ,^,,, ,, , numbers ofsexual a&s andbehaviors over internal psychological des,ire, ‘_, ~.e 1 

- , interest and rece$vity~ misses the, essence of.Component 1, “decreased i _I_ ,’ 
sexual desire”. ” , , _ ., I. /. ‘, _ I 

,, j ’ ,I ,‘.’ ,i’ ,_ ... ̂ _ -: <, 
,‘../ , I .% ‘,.‘..” ;, , “. 

I ,, 
__ , , ‘, . ! .,, ” ” - 

‘. _, ; \ . . .’ ._- .’ ;\ ‘_ ~.< 

,’ x 
The second male’ lk&&m driven problem with the Guidance is that% ,_ .- ,, j ,. -, ; 

‘, _, ” overvalues orgasm‘as a I&nary endpoint for trials of drug products to treat” 
.,- ,. I female’ sexual dyskmtition (VI. Clinical Trial Endpoints). If a new drug is i 

, \‘, 
” ’ meant to irniprove decreased sexual desire as its & indicated component for 

( 
. , 

, ,, ‘I ,I/_ therapy, orgasmic function may not always follow. If the Division accepts 
that the, four listed Clitiicai trial endpomts should be 1) sexual intercourse; 2) ,. / 1 ‘. : 

_ . . . ,’ 
oral sex, ‘3)~lxktner’ir&&d or 4) selfkasttirbation, these need not, by sole 

‘, virtue of their frequency;, result in orgasm , It is often the act itself and the , , 1 ,. .- . . \ 
,, 

r’ j ., subject’s satisfaction with it that is the endpoint of note. Clinical trial ’ 
endpoints should in@ude each ofthese sexual encounters (there may be 

,~‘, 
<’ , ,- 

._ 
,’ others). ’ $Iov&er,‘orgakn should be separated f&n the encounter, as yet ~ 

I ^ ) ,, another endpoint, v&i& may or may not be impacted by the treatment under 
,. ,’ ,, ‘. investigation. Finally, the word “satisfactory” needs to apply’to ‘eaih,of these ,. ,’ ,_ :,, \’ ‘, .m ’ .,, encounters, not only sexual ‘intercourse, and should be listed as a separate ,’ ’ : ’ 

.’ 
‘. issue’dif%erent from either the cequency or number of sexual e,ncounters or 

_,_, _ 

acts (listed above), or the presence or absence pf orgasm It is only a male 
_ ,, 

.I ,, _ .,_ ,.‘I 
‘concept of sex that alwavk ends in orgasm. 

,. .,. ,_.. , 
‘i ;. :. ,,: , ‘., ,. ,, ’ i 

, ’ ) 

‘..‘_ ‘.;, ’ ‘, sext& encounters may remain the same or may decrease, with little or no \ .’ .,a, i , 
.’ :. difI&en&” in se&l satisfaction., Individuals complaining of female‘ sexual 

dysfkktion may s&llhave the-same number of encounters, or a number of ., ., ,” 
I 

.,, ,, encounters that under, no-ma1 circumstances would be> satisfa$ory. Hoyever, ‘^ 

their &p&en& of these ‘encounters may not be satisfactory because their , .+_ _,: ’ 
‘_ .- I 

,,‘(head &kn’t in it? . i ._ h@xxres of satisfaction~have t,a@n a, secondary place to I ,,.. 
i Wmti@ sexual acts and orgasms in the &u-rent draft document. Satisfaction ’ , *I__ .i ‘.,_ 

” ‘ :,,1 
I : j .‘. needs to have an:equal or even greater measure of importance as regards all 1 ; 

.’ , - -,. i components of FSD, as it is, in effect, THE goal of treatment. ’ 
,,, 

._, ‘-: ._~i “_’ , ), ,.. ‘\“, ,.‘,. > ,, ,,, , : :,.. t, :: , , * 
Thank you for your consideration of these issues. 
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